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DETAILED ACTION 

Applicants' submission filed on 1 1/15/2006 is acknowledged. 
Claims 1-28 and 30-35 are pending. 
Claim 29 is cancelled. 

Claims 7-8, 13-14, 18-20, 27-28, and 34 are withdrawn again from further consideration 
pursuant to 37 CFR 1.142(b), as being drawn to nonelected inventions and species, there being 
no allowable generic or linking claims. Election was made with traverse in the response filed 
11/2/2005. 

Claims 1-6, 9-12, 15-17, 21-26, 30-33, and 35, as they read on elected species, are 
presently are under examination. 

Applicants' arguments have been fully considered. Rejections and/or objections not 
reiterated from previous office actions are hereby withdrawn. The following rejections and/or 
objections are applied. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC § 112 

Claims 1-6, 9-12, 15-17, 21-26, 30-33, and 35 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 1 and 2, as amended, recite the limitation "providing a population of transgenic 
insects comprising a human neurodegenerative disease gene." The limitation is unclear because 
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the relation of the phrase "a human neurodegenerative disease gene" to the rest of the claim and 
what element of the claim "a human gene" limitation is intended to limit, e.g., an agent, a trait, 
an effect, specimens, a population, etc., is not clear. As the intended limitation is not clear, 
claims 1-6, 9-12, 15-17, 21-26, and 30-33 are indefinite. 

Claims 1, 2, 9, 10, 15, and 23, as amended, and new claim 35 recite a method for 
"determining an effect of a test agent on a population." The claims further recite steps of 
providing a population, administering a test agent, creating an image of a trait, and correlating 
the traits with the effect of the test agents. Claim 9 further recite generating an agent 
phenoprofile and ranking agents. Claims 10, 15, and 23 also recite determining a phenoprofile, 
comparing the test and reference phenoprofile and selecting an agent. Claim 23 comprises the 
step of determining whether the agent modifies onset of trait. Claim 35 also recites generating an 
agent phenoprofile and comparing the test and a reference phenoptrofile. None of the methods - 
actually recite a step of "determining" the effect of an agent. Thus, the relationship between the 
preamble and the steps is not clear because it is not clear whether the step of "correlating" (or 
ranking and selecting an agent recited in dependent claims 9, 10, 15, and 23) is intended to result 
in "determining", IS a step of determining, uses the result of correlating, ranking, and selecting 
in "determining" the effect of an agent, etc. Applicants amended claims 1 and 2 to "clarify" that 
"correlating" IS "determining the effect" (p. 10 of the answer). Applicants also stated that "the 
effect is determined by the step of correlation" (p. 1 1 of the answer). However, it is noted that 
correlating a trait and an effect of an agent generally requires knowing the trait and the effect. 
For example, agent A "slows" speed (trait) from 10 to 5 miles per hour (effect); agent B - to 2 
miles per hour, etc. Therefore generally, "determining" an effect is a prerequisite for 
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"correlating" a trait and the effect. Further, if the step of correlating recited in parental claims 1 
and 2 IS "determining" the effect (see the answer, pages 10 and 1 1), then the relation of the steps 
recited in claims 9, 10, 15, and 23 to the steps recited of the parental claim(s) is not clear. Also, 
"determining an effect of an agent" requires comparing quantitative/qualitative measures of the 
trait in a test and reference population (e.g., before and after administration of an agent). It is not 
clear what "correlating" is intended and whether the step of "correlating" comprises "comparing" 
a test and a reference. Although claims 10, 15, 23, and 35 comprise a step of comparing an agent 
and reference phenoprofiles, the claims still comprise the step of correlating, wherein it is still 
not clear what "correlating" is intended. Therefore, the intended limitation is still not clear. As 
the intended limitation is not clear, claims 1-6, 9-12, 15-17, 21-26, 30-33, and 35 are indefinite. 

Claims 1 and 2, as amended, and new claim 35 recite a method for "determining an effect 
of a test agent on a population comprising providing a population, administering a test agent, 
creating an image of a trait, and correlating the traits with the effect of the test agents." The 
relationship between the method steps is not clear. Specifically, the step of administering an 
agent does not seem to relate to a step of creating an image showing a trait because it is not clear 
whether the image is created for the population after and/or before administering the agent. 

Further, the step of correlating the traits of the population does not seem to relate to other 
steps because "the effect of the test agent" is not determined in other method steps. As the 
intended limitation is not clear, claims 1-6, 9-12, 15-17, 21-26, 30-33, and 35 are indefinite. 
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Claims 3-4, as amended, recite the limitation "claim 1 [2] further comprises ... 
quantifying . . . trait." It is not clear where the step fits within the parental claims (e.g., before or 
after the correlating step), and whether "the quantified trait" is intended to be "the effect" of a 
test agent. As the intended limitation is not clear, claims 3-4 and 6 are indefinite. 

Claim 9, as amended, recites "generating an agent phenoprofile ... and ranking said test 
agents according to the similarity or difference of each agent phenoprofile with a reference 
phenoprofile defined by said trait that is measured in a reference population." It is not clear what 
actual steps the step of "ranking" comprises, e.g., comparing/determining similarity, measuring a 
trait in a reference population, and generating a reference phenoprofile, etc. Therefore, the 
relation of the step of "ranking" to the rest of the claim is unclear because a reference 
phenoprofile is not determined in other method steps. Moreover, a step of comparing the 
reference and test phenoprifiles are not recited in the claim. As the intended limitation is not 
clear, claims 9, 1 1-12, 21-22, 25-26, and 32-33 are indefinite. 

Claims 9, 10, 15, and 23, as amended, recite "generating/determining an agent 

4 

phenoprofile." Applicants argue that generating/determining a phenoprofile, as recited in claims 
9, 10, 15, and 23 implicitly comprises the steps of creating a digital image and correlating a trait 
with the effect recited in parental claims 1 and 2 (see the answer, pages 10). Therefore, it is not 
clear whether or not the step of generating/determining a phenoprofile recited in claims 9, 10, 15, 
and 23 is intended to substitute for the steps recited in parental claims 1 and 2 or is one of 
generating a new/different phenoprofile. As the intended limitation is not clear, claims 9, 10-12, 
21-22, 25-26, 28, and 32-33 are indefinite. 
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Claims 10 and 15 recite the limitation "more or less similar to the reference profile." The 
limitation makes the claim vague and indefinite because the metes and bound of the claim is not 
clear, and neither the specification nor the claim defines the limitation of "more or less" with 
regard to similarity. As the intended limitation is not clear, claims 10-12, 15-17, 24-26, and 32- 
33 are indefinite. 

Claim 35 recites the steps of generating an agent phenoprofile, comparing the agent and a 
reference phenoprofiles to generate a phenoprint, and correlating the phenoprint after 
administering the agent with the effect of the agent. It is not clear what "correlation" is intended 
because a phenoprint is defined in the specification as "a defined set of traits that distinguish one 
population from a second population" (p. 49). Therefore, a phenoprint already comprises 
"correlation" of traits (e.g., movement) and effects (measured values of the trait). As the intended 
limitation is not clear, claim 35 indefinite. 

Answer to arguments 

Claims 1 and 2 recite the limitation "correlating the traits of the population with the effect 
of the agents administered to the population." The claims were previously rejected over 
"correlating" because criteria, algorithm, and/or specific directions of performing the comparison 
were not clear. Applicants argue that correlating means simply the observation that a given trait 
is associated with the effect of an agent. 

In response, it is noted that the claims do not recite "observation" or any specific steps of 
"correlation" and one skilled in the art would not know what step is intended and what (and 
according to what parameters) is correlated. The specification does not disclose any correlation 
steps/algorithm, and therefore one skilled in the art would not know what steps to perform. The 
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specification only discloses comparing a test and reference phenoprofiles by using multivariate 
analysis (see page 46-49). Thus, it is still not clear what "correlating" is intended. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection. 

Claims 1-6, 9-12, 15-17, 21-26, 30-33, and 35 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Botas, US 2004/0177388. 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1 .1 32 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 3 7 CFR 1.131. 

Botas discloses a method for screening for a compound having activity against 
neurodegenerative disorder in transgenic fly larvae (e.g., Drosophila larva, [0018]) comprising 
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providing a population of transgenic insects having a human neurodegenerative disease gene 
(claims 48-57), administering an agent, creating a digital image showing a trait in a population 
([0299]-[[0303]), and correlating the trait with the effect ([0288]-[292]). Thus, Botas anticipates 
claims 1-2. Botas discloses quantifying a trait ([0300], claim 48), thereby anticipating claims 3-4. 
Botas discloses modifying and quantifying a climbing behavior [0300]-[0301], thereby 
anticipating claims 5-6. Botas discloses an agent screening assay using various compounds and a 
test and reference fly populations and ranking agents according to their activity (claims 48-52, 
[0300]-[0318]), thereby anticipating claim 9. Botas discloses determining an agent and reference 
phenoprofile (i.e., a trait and a quantitative characteristic of the trait), comparing both 
phenoprofiles, and selecting and agent (claims 48-52, [0300]-[0301]), thereby anticipating claims 
10-12, 15-17, and 21-23. Botas discloses an insect phenotype with characteristics of a 
mammalian disease (claim 56), thereby anticipating claims 24-26, 31, 33, and 35. Botas discloses 
transgenes for gene encoding a polypeptide with an expanded polyglutamine tract [0007], 
thereby anticipating claim 30. Botas discloses mutation which results in loss or gain of a function 
([0007]-[001 1]; claims 48-58], thereby anticipating claim 32. 

Claim Rejections - 35 USC § 103 
Claims 1-6, 9-12, 15-17, 21-26, 30-33, and 35 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Bainton, Curr. Biol., 10:187-194 (2000), in view of Hendricks, Neuron, 
25:129-138 (2000), and further in view of Chan, Cell Death and Differentiation, 7:1075-1080 
(2000). 
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Claims 1-6, 9-12, 15-17, 21-26, and 30-33 were previously rejected over Bainton, 
Hendricks, and Chan. New claim 35 recites limitations similar to those recited in claims 1-6, 9- 
12, 15-17, 21-26, and 30-33, and therefore the arguments related to claims 1-6, 9-12, 15-17, 21- 
26, and 30-33 also relate to claim 35. 

Applicants argue that there is no motivation to combine the teachings of Bainton, 
Hendricks, and Chan because Bainton discloses a mechanism underlying a response to drugs, 
Hendricks focuses on sleep studies, and Chan utilizes genetic biology analysis and does not 
mention monitoring 

In response, it is noted that although Bainton studies drug abuse, he uses a simple assay 
for monitoring fly behavior in response to an agent (a drug) and image recording (p. 193, 
Materials and Methods; fig. 3), as set forth in the previous office action. Bainton discloses using 
adult flies and larvae (p. 188, right col.). Hendricks monitors drug acting on transgenic insects 
(e.g., caffeine, CHA) using a standard locomotion assay similar to that of Bainton. Therefore, 
one would have been motivated to combine the teaching of Bainton and Hendricks to monitor 
behavior of transgenic insects, because the utility of Drosophila for genetic dissection of 
complex behavior is well known and has a long history in the art. Also, a Drosophila model has 
been successfully used for monitoring various diseases, e.g., the molecular basis of long-term 
memory and circadian rhythms, see Hendricks, page 129 and 139, therefore one skilled in the art 
would reasonably have expected success in combining the teachings of Bainton and Hendricks.. 

Further, Hendricks discloses modification of a mammalian gene by drugs, using 
monitoring the genetic modification by monitoring locomotion (abstract, p. 129), and mapping 
the defect in behavior to a gene (p. 134). Thus, Hendricks conducts "genetic analysis." Hendricks 
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discloses that sleep is related to changes in central neural function (p. 129) and also refers to 
"neural mechanisms" of sleep in mammals (p. 133). Bainton discloses determining implication 
of dopamine and serotonin neurons into locomotion (p. 193) and suggests using Drosophila as a 
genetically tractable model system to study mechanisms underlying behavior responses to drugs 
(p. 193). Chan discloses that Drosophila provides a genetic system for elucidating various 
diseases, e.g., neurodegenerative diseases. Therefore, one would have been motivated to use a 
simple behavior assay for monitoring neurodegenerative diseases because neural function 
changes with changing in genetic make up that is affected by variety of molecules, as taught by 
Bainton, p. 193, Chan (p. 1075), and Hendricks, p. 129, 134, and 136. 

Thus, for the reasons stated above and in the previous office action, the rejection of 
claims 1-6, 9-12, 15-17, 21-26, and 30-33 over Bainton, Hendricks, and Chan is maintained. 
Claim 35 recites similar limitations, and therefore is also rejected over Bainton, Hendricks, and 
Chan. 

Double Patenting 

Claims 1-6, 9-12, 15-17, 21-24, 25-26, 30-33, and 35 are provisionally rejected under the 
judicially created doctrine of obviousness-type double patenting as being unpatentable over 
claims 1-6, 9-12, 15-17, 21-24, 25-26, 30-33, and 37 of copending Application 10/618,913 
("App. '913"), in view of claim 29, and in view of Botas, US 2004/0177388. 

The instant claims were previously rejected. Applicants amended the claims in both 
applications in similar fashion. Applicants indicated that they would file a terminal disclaimer 
upon the notification of allowable subject mater in the instant claims. Applicant is advised that 
until a terminal disclaimer if filed or claims of the copending and/or the instant application are 
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amended so that the claimed subject matter of the copending and the instant applications is 
patentably distinct, the rejection under the judicially created doctrine of double patenting will be 
maintained and no allowable subject matter will be indicated. A timely filed terminal disclaimer 
in compliance with 37 CFR 1 .321(c) may be used to overcome an actual or provisional rejection 
based on a nonstatutory double patenting ground provided the conflicting application or patent is 
shown to be commonly owned with this application. See 37 CFR 1.130(b). 

For the reasons stated above and in the previous office action, the rejection is maintained. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS from the date of this final 
action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marina Miller whose telephone number is (571)272-6101 . The 
examiner can normally be reached on 8-6, M-Thu. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang, Ph. D. can be reached on (571)272-081 1. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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